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2. This REPORT consists of a total of 4 sheets, including this cover sheet. 



□ This report is also accompanied by ANNEXES, i.e. sheets of the description claims an ^^^ 

been amended and are the basis for this report andfcr sheets containing rectifications made before this Authority 
(see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 



These annexes consist of a total of sheets. 
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Certain documents cited 
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Certain observations on the international application 
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I. Basis of the report 

1 . With regard to the elements of the international application (Replacement sheets which have been furnished to 
the receiving Office in response to an invitation under Article 14 are referred to in this report as "originally filed" 
and are not annexed to this report since they do not contain amendments (Rules 70. 16 and 70. 1 7)): 

Description, Pages 

1-4 as originally filed 

Claims, Numbers 

1-7 as originally filed 

2. With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of international preliminary examination (under 
Rule 55.2 and/or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the 
international preliminary examination was carried out on the basis of the sequence listing: 

□ contained in the international application in written form. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure 
in the international application as filed has been furnished. 

□ The statement that the information recorded in computer readable form is identical to the written sequence 
listing has been furnished. 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 

5. □ This report has been established as if (some of) the amendments had hot been made, since they have 

been considered to go beyond the disclosure as filed (Rule 70.2(c)). 

(Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this 
report.) 

6. Additional observations, if necessary: 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

1. Statement 

Novelty (N) Yes: Claims 1-7 

No: Claims 

Inventive step (IS) Yes: Claims 

No: Claims 1-7 

Industrial applicability (IA) Yes: Claims 1-7 (cf. comment on separate sheet) 

No: Claims 

2. Citations and explanations 
see separate sheet 
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Re Item V 

Reasoned statement under Rule 66.2(a)(ii) with regard to novelty, inventive step 
or industrial applicability; citations and explanations supporting such statement 

Reference is made to the following documents: 

D1 : EGUCHI J ET AL: "The anxiolytic-like effect of MCI-225, a selective NA reuptake 
inhibitor with 5-HT3 receptor antagonism" PHARMACOLOGY BIOCHEMISTRY 
AND BEHAVIOR, ELSEVIER, US, vol. 68, no. 4, April 2001 (2001-04), pages 677- 
683, XP002239887 ISSN: 0091-3057 

D2: CROWELL M D: "The role of serotonin in the pathophysiology of irritable bowel 
syndrome" AMERICAN JOURNAL OF MANAGED CARE 2001 UNITED STATES, 
vol. 7, no. 8 SUPPL., 2001, pages S252-S260, XP009018426 ISSN: 1088-0224 

D3: US-B-6 284 7701 (MANGEL ALLEN WAYNE ET AL) 4 September 2001 (2001 - 
09-04) 

D4: DE 100 63 223 A (MERCK PATENT GMBH) 20 June 2002 (2002-06-20) 

D5: US-A-4 695 568 (NINOMIYA KUNIHIRO ET AL) 22 September 1 987 (1 987-09-22) 

Novelty - Article 33(2) PCT 

MCI-225 is not known for treating functional bowel disorder. The subject-matter of 
claims 1-7 is novel. 

Inventive Step - Article 33(3) PCT 

Various serotonin 5-HT3 receptor antagonists are known in the treatment of functional 
bowel disorders, like irritable bowel syndrome, cf. D2 and D3. 

MCI-225 is known as a 5-HT3 receptor antagonist. The skilled man would expect also 
MCI-225 to be active against functional bowel disorder. 

The subject-matter of claims 1-7 does therefore not appear to involve any inventive 
step. 

Industrial Applicability - Article 33(4) PCT 

For the assessment of the present claims 1-7 on the question whether they are 
industrially applicable, no unified criteria exist in the PCT Contracting States. The 
patentability can also be dependent upon the formulation of the claims. The EPO, for 
example, does not recognize as industrially applicable the subject-matter of claims to 
the use of a compound in medical treatment, but may allow, however, claims to a 
known compound for first use in medical treatment and the use of such a compound for 
the manufacture of a medicament for a new medical treatment. 
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